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[4110-35] 
Title 42—Public Health 


CHAPTER IV—HEALTH CARE Fi- 
NANCING ADMINISTRATION, DE- 
PARTMENT OF HEALTH, EDUCA- 
TION, AND WELFARE 


PART 462—PROFESSIONAL 
STANDARDS REVIEW 


Grants to Professional Standards 
Review Organizations 


AGENCY: Health Care Financing Ad- 
ministration (HCFA), HEW. 


ACTION: Final rule. 


SUMMARY: This rule: (1) Establishes 
eligibility criteria and other conditions 
for the designation and funding of 
Professional Standards Review Orga- 
nizations (PSRO); (2) sets forth orga- 
nizational and application require- 
ments which must be met by an orga- 
nization seeking to be designated as a 
PSRO; (3) requires that the designa- 
tion and funding of PSRO’s be made 
through a grant mechanism; and (4) 
prescribes the length of the grant 
period and establishes procedures for 
the nonrenewal and termination of 
grants to PSRO’s. This rule imple- 
ments sections 1152, 1154, and 1155(f) 
(2) and (3) of the Social Security Act. 
The Secretary is authorized under 
these sections to award grants to 
qualified organizations by which they 
are either conditionally or fully desig- 
nated as PSRO’s. The regulation will 
replace the procurement contract 
process presently used with a grant 
system and codify and simplify organi- 
zational requirements applicable to 
PSRO’s. 


EFFECTIVE DATE: July 24, 1978. 


FOR FURTHER INFORMATION 
CONTACT: 


Hal Belodoff, 202-245-0132. 
SUPPLEMENTARY INFORMATION: 


BACKGROUND 


The original PSRO statute called for 
the use of agreements for providing fi- 
nancial support to PSRO’s. (See sec- 
tion 1155(f)(1) of the Social Security 
Act, 42 U.S.C. 1320c-4(f)(1)). However, 
the agreement mechanism was not de- 
fined by the law or legislative history. 
Further, there was no precedent for 
the use of such a mechanism within 
the Public Health Service at the time 
it became necessary to make awards to 
qualified organizations in June 1974. 
Procurement contracts were chosen as 
the means to finance PSRO activity. 
The procurement process has been 
criticized by PSRO’s as being inflexi- 
ble and too time consuming. We 
agreed with the PSRO’s view that pro- 
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curement contracts are not the appro- 
priate mechanism for supporting 
PSRO’s, and, therefore, supported an 
amendment to the PSRO statute 
which would clarify congressional 
intent on this matter. Section 5(c) of 
the recently enacted Medicare-Medic- 
aid Antifraud and Abuse Amendments 


-of 1977 (Pub. L. 95-142) provides that 


agreements with PSRO’s may be in 
the form of grants or assistance agree- 
ments. Since it may be some time 
before OMB and the executive depart- 
ments develop rules governing the use 
of assistance agreements, we believe 
that the grant system should be insti- 
tuted as soon as possible for providing 
assistance to PSRO’s. Grants will 
allow PSRO’s greater flexibility in the 
development and implementation of 
review strategies while maintaining 
sufficient program and financial con- 
trols to assure effective monitoring of 
PSRO’s. In addition, the solicitation 
and award process will be streamlined 
under a grant approach. 


ORGANIZATIONAL REQUIREMENTS 


This rule contains requirements 
which are necessary to assure that or- 
ganizations of the type accorded spe- 
cial priority in designation under the 
law (priority PRSO’s) are willing and 
able to perform PSRO duties and 
functions in an “effective, timely, and 
objective manner” as required by the 
PSRO statute (42 U.S.C. 1320c- 
1(b)(2)). Organizational requirements 
currently applied to priority PSRO’s 
are contained in chapter V of the 
PSRO program manual. This rule sim- 
plifies those requirements and makes 
them less_ proscriptive. This is 
consistant with our overall manage- 
ment approach under grants. PSRO’s 
will be given greater flexibility in de- 
ciding how they are to carry out their 
responsibilities and we will place 
greater emphasis on monitoring PSRO 
performance. 

The Senate Finance Committee 
Report (Sen. Report No. 92-1230. 92nd 
Cong., 2nd Sess. (1972) p. 257) demon- 
strates congressional intent that 
PSRO’s be independent professional 
associations. Although the regulation 
deletes many previous requirements 
contained in the program manual, cer- 
tain requirements which address the 
composition and conduct of the 


PSRO’s governing body are retained: 


in order to prevent a PSRO from 
coming under the dominance of medi- 
cal societies and other medical organi- 
zations. 

Broad and active participation by 
PSRO members is also critical to the 
success of PSRO’s. (Sen. Report No. 
92-1230, pp. 259, 262.) This rule at- 
tempts to ensure this participation by 
requiring certain membership policies 
and rules controlling the election of a 
PSRO’s governing body. 


RESERVED SECTIONS 


Certain sections have been reserved 
for future regulations on the criteria 
to be used in converting a conditional- 
ly designated PSRO to fully designat- 
ed status and the application require- 
ments to be met by an organization 
seeking to become a fully designated 
PSRO. Regulations which address 
these areas are currently under devel- 
opment and will be issued in proposed 
form in the near future. 

A section is also reserved for eligibil- 
ity criteria for alternate PSRO’s—or- 
ganizations which may be designated 
as PSRO’s if priority PSRO’s are not 
designated. A notice of proposed 
rulemaking on alternate PSRO’s was 
published under part 471 of this chap- 
ter on January 27, 1978 (43 FR 3796). 
The final rule on alternate PSRO’s 
will be published as § 462.5 of this part 
in the near future. 


DISCUSSION OF PUBLIC COMMENTS 


On April 3, 1978, a notice of pro- 
posed rulemaking was published in the 
FEDERAL REGISTER concerning require- 
ments for grants to PSRO’s (43 FR 
13970). We received comments on the 
proposal from seven PSRO’s and three 
professional associations. All com- 
ments were considered in preparing 
the final rule. These comments and 
our responses to them are discussed 
below. Changes from the proposed 
rule resulting from comments received 
are indicated in the discussion. 

In addition to changes based on 
public comment, other changes from 
the proposed rule were needed in 
order to make the reguiation easier to 
read and to eliminate ambiguity from 
some sections. These changes are also 
discussed below. 


COMPOSITION OF PSRO GOVERNING BODY 


One commentor suggested that 
PSRO’s should be required to have 
consumers and health care practition- 
ers other than physicians on their gov- 
erning bodies. Another commentor 
suggested that PSRO’s should be au- 
thorized to reserve positions on these 
governing bodies for health care prac- 
titioners other than physicians and for 
consumers. For the following reasons, 
we have not accepted the suggestion 
that PSRO’s be required to include 
such persons on their governing 
bodies, but have revised the proposed 
rule to authorize reserving positions 
for them. 

While we agree that involvement of 
consumers and health care practition- 
ers other than physicians is desirable, 
we believe it is inappropriate to re- 
quire their inclusion on PSRO govern- 
ing bodies. We think the PSRO should 
be given latitude to select a governing 
body which reflects the particular 
needs and characteristics of each 
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PSRO. A PSRO is in a better position 
than we are to determine what mem- 
bership will be most effective in its 
particular setting. 

Furthermore, we have established 
new requirements giving health care 
practitioners other than physicians a 
significant role in PSRO activities. 
They must be included on advisory 
groups to PSRO’s and_ statewide 
PSRO councils (see 42 CFR 478.102). 
PSRO regulations are being finalized 
which will require the use of health 
care practitioners other than physi- 
cians for the review of services pro- 
vided by such practitioners (42 FR 
4631, January 25, 1977). 

Another commentor suggested that 
PSRO’s should be allowed to reserve 
positions on their governing bodies for 
representatives of particular medical 
organizations. We do not agree with 
this recommendation and beleive it is 
contrary to congressional intent. Sec- 
tion 1152¢b)(1)(vi) of the act prevents 
a PSRO from restricting the eligibility 
of any member for service as an Offi- 
cer of the PSRO or for assignment to 
PSRO duties. The regulation permits 
a PSRO to categorize some positions 
on the governing body to insure repre- 
sentation of groups that Congress rec- 
ognized as having a special status in 
PSRO’s. However, permitting the 


PSRO to give a preference to repre- 
sentatives of organized medical soci- 
eties would create a restriction of eligi- 
bility for office which the Congress 


expressly intended to prevent. The 
Senate Finance Committee stated: 


* ** no physician could be barred from 
participation because he is or is not a 
member of any organized medical group or 
be required to join any such group or pay 
dues or their equivalent for the privilege of 
becoming a member or officer of any PSRO 
* * * Senate Finance Committee Report 92- 
1230, p. 259 (emphasis added). 


Although reserving positions on the 
governing body for particular medical 
groups would not rule out membership 
of a person who was not a member of 
those groups, it might substantially 
limit his opportunity to be on the gov- 
erning body. In our view, this, too, 
would run counter to the legislative 
intent. 


ROLE OF HEALTH CARE PRACTITIONERS 
OTHER THAN PHYSICIANS IN REVIEWING 
OTHER PRACTITIONERS 


One commentor suggested that only 
health care practitioners other than 
physicians be permitted to vote on 
final determinations concerning the 
professional conduct of those practi- 
tioners. The regulation implements 
the statutory requirement that only 
physicians are permitted to make final 
decisions concerning the professional 
conduct of other physicians 
(§ 462.4(f)(2)). 
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PSRO’s are authorized, but not re- 
quired, to include health care practi- 


‘tioners other than physicians as mem- 


bers of the governing body. Since the 
governing body might not include any 
health care practitioners other than 
physicians as members, we have not 
accepted the commentor’s suggestion 
that only such practitioners be permit- 
ted to make final decisions concerning 
services provided by health care prac- 
titioners other than physicians. 


PROCEDURES FOR CLOSED MEETINGS 


The proposed rule would have re- 
quired that the-entire membership be 
given prior notice, explaining the 
reason for closing a meeting. This re- 
quirement was viewed as unduly re- 
strictive. Matters raised at a closed 
meeting (for example, possible sanc- 
tions against a practitioner or provid- 
er, or personnel actions) might war- 
rant a closed meeting. It would be un- 
necessarily burdensome in this situa- 
tion to require that the meeting be 
terminated and reconvened after 
notice was provided. We have conclud- 
ed that notification, even if given after 
the closed meeting, is a_ sufficient 
check against arbitrary action. The 
final rule requires that the notice to 
the membership be given before the 
meeting “whenever possible’’. 


DISCUSSION OF OTHER CHANGES 


1. Section 462.5 of the NPRM, deal- 
ing with application requirements for 
conditional designation, caused some 
confusion over whether it is applicable 


~ to organizations that have been previ- 


ously designated as PSRO’s under a 
procurement contract. The final rule 
has been modified to provide separate 
application sections for initial applica- 
tions (§ 462.616) and for reapplications 
(§ 462.6(c)). 

2. Section 462.9 of the NPRM, re- 
garding the duration and termination 
of grants, has been clarified in several 
ways. 

(a) The NPRM restated the proce- 
dures for terminating a conditionally 
designated PSRO as contained in 
§ 463.11 of this chapter. Section 462.11 
of this rule now merely cross refer- 
ences the relevant portions of § 463.11 
of this chapter. 

(b) Section 462.11 of this rule clari- 
fies that the opportunity to submit 
written materal and request an infor- 
mal meeting applies in the case of 
nonrenewal, as well as termination, of 
grants. 

(c) The NPRM did not describe in 
detail the manner in which the De- 
partmental Grant Appeals Board 
would be used for conducting formal 
hearings for termination and 
nonrenewal of grants to fully designat- 
ed PSRO’s. Section 462.11 of this rule 
provides that hearings will be conduct- 
ed by the Board using the procedures 


for formal hearings contained in 45 
CFR 16.8(b)(2). 

3. A number of technical and editori- 
al changes have been made in order to 
make the regulation easier to read. 
For example, § 462.4 of the NPRM has 
been restructured in order to reduce 
the number of subdivisions. 

4. Section 462.14 of the NPRM, on 
nondiscrimination, has been deleted 
from the final rule. This was done be- 
cause of the Department’s policy of 
avoiding duplicative restatements of 
applicable requirements. Title VI of 
the Civil Rights Act of 1964, as amend- 
ed, and § 504 of the Rehabilitation Act 
of 1973 are, by their own terms, appli- 
cable to any program receiving Feder- 
al financial assistance. Regulations im- 
plementing these provisions are set 
forth in 45 CFR Parts 80, 81, and 84. 

42 CFR Chapter IV is amended by 
adding a new part 462 to read as fol- 
lows: 


Sec. 

462.1 Scope and applicability. 

462.2 Definitions. 

462.3 Eligibility for grants. 

462.4 Requirements for designation as a 
Priority PSRO. 

462.5 (Reserved). 

462.6 Application requirements for condi- 
tional designation.. 

462.7 (Reserved). 

462.8 Conditional designation as a PSRO. 

462.9 (Reserved). 

462.10 Limitation on period of conditional 
designation. 

462.11 Duration, renewals and termination 
of grants. 

462.12 Use of grant funds. 

462.13 Publications and copyrights. 

462.14 Applicability of 45 CFR Part 74. 

462.15 Additional terms and conditions. 


AvuTHoRITy: Secs. 1152, 1154, and 1155(f) 
(2) and (3), Social Security Act, 86 Stat. 
1430, 1431, 1432, 1435 (42 U.S.C. 1320c-1, 
1320c-3, 1320c-4(f) (2) and (3)); sec. 11027 
Social Security Act, 49 Stat. 647 (42 U.S.C. 
1302). 


§ 462.1 Scope and applicability. 


(a) This section implements §§ 1152, 
1154, and 1155(f) (2) and (3) of the 
Social Security Act, which authorize 
the Secretary to: 

(1) Designate organizations as either 
conditionally or fully designated 
PSRO’s; and 

(2) Make grants to such organiza- 
tions for the amount of expenses rea- 
sonably and necessarily incurred in 
performing the duties and functions of 
a PSRO, as prescribed by part B, title 
XI of the act and regulations of this 
part. 

(b) The regulations of this part 
apply to all grants designating an or- 
ganization as a conditionally or fully 
designated PSRO. 


§ 462.2 Definitions. 


For purposes of this part: 
(a) “Act” means the Social Security 
Act (42 U.S.C. Chap. 7). 
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(b). “Active practice’ means direct 
patient care and related clinical. activi- 
ties, administrative duties in a medical 
facility or other health related institu- 
tions, or medical or osteopathic teach- 
ing or research activity. 

(c) “HCFA” stands for Health Care 
Financing Administration. 

(da) “Governing body” means the 
group, such as the trustees or direc- 
tors of the PSRO, which is responsible 
for the policies and overall operation 
of the PSRO. 

(e) “Nonprofit” means. an organiza- 
tion that qualifies for an exemption 
from Federal income taxes under sec- 
tion 501(c) of the Internal Revenue 
Code. 

(f) “Physician” means: 

(1) A doctor of medicine or osteop- 
athy licensed under State law to prac- 
tice medicine, surgery, or osteopathy 
in the State in which the PSRO is lo- 
cated; 

(2) An intern, resident, or Federal 
Government employee authorized 
under State or Federal law to practice 
medicine, surgery, or osteopathy in 
the PSRO area; and 

(3) An individual licensed to practice 
medicine in American Samoa, the 
Northern Mariana Islands, and the 
Trust Territory of the Pacific Islands. 

(g) “PSRO” stands for Professional 
Standards Review Organization. 

(h) “Conditionally designated 
PSRO” means an organization desig- 
nated as a PSRO on a trial basis. 

(i) “Fully designated PSRO” means 
an organization designated as a PSRO 
after it has satisfactorily performed 
PSRO functions during its trial period 
as a conditional PSRO. 

(j) “PSRO area” means a geographi- 
cal area under the review jurisdiction 
of a single PSRO. 


§ 462.3 Eligibility for grants. 


The following two categories of orga- 
nizations are eligible for grants under 
this part: 

(a) Organizations that meet the re- 
quirements for priority PSRO’s (see 
§ 462.4 of this part); and 

(b) Organizations that meet the re- 
quirements for alternate PSRO’s.! 


§ 462.4 Requirements for designation as a 
priority PSRO. 


To be eligible for designation as a 
priority PSRO, an organization must 
meet the following requirements: 

(a) Composition of the organization. 
The organization must: (1) Be a non- 
profit professional association or a 
component of a nonprofit organiza- 
tion; 

(2) Be organized in a manner that 
makes available professional compe- 


1A notice proposing requirements for al- 
ternate PSRO’s was published on January 
27, 1978 (43 FR 3796) under part 471 of this 
chapter. Final regulations will be codified as 
§ 462.5 of this part. 
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tence to review health care services. of 
the types.and kinds for which PSRO’s 
have review responsibilities under part 
B,.title XI of the act; 

(3) Be: composed. solely of licensed 
physicians engaged in the active prac- 
tice of medicine, surgery, or osteop- 
athy in the PSRO area; 

(4): Include within its membership at 
least 25 percent of all physicians 
within the PSRO area who are eligible 
for membership; 

(5) Maintain open membership for 
all physicians engaged in the active 
practice of medicine, surgery, or oste- 
opathy in the PSRO area who volun- 
tarily choose to kecome members and 
so inform the PSRO in writing; 

(6) Not require membership in, or 
payment of dues to, any organized 
medical society or association, as a 
condition for membership; 

(7) Not restrict the eligibility of any 
member for service as an officer or di- 
rector of the PSRO, or assignment to 
the duties of the PSRO; 

(8) Not impose any conditions of 
membership other than those listed in 
this section; and 

(9) Have a governing body which re- 
tains full responsibility and control 
over the PSRO’s duties and functions. 

(b) Purposes and functions. The pri- 
mary purpose of the organization shall 
be to assume responsibility for the 
duties and functions of a PSRO under 


-part B, title XI of the act. Other activ- 


ities undertaken by the organization 
must not conflict with, or give the ap- 
pearance of conflicting with, the per- 
formance of those duties and func- 
tions. 

(c) Composition of the governing 
body. (1) A majority of the governing 
body must be member physicians but 
the governing body may include 
nonmembers, such as consumers, 
health care practitioners other than 
physicians, and other physicians. 

(2) No person may be a member of 
the governing body or hold any office 
in the PSRO by virtue of being a 
member, officer, or director in another 
organization. 

(3) Positions for physicians on the 
governing body may not be reserved 
for representatives of a particular 
medical specialty, hospital, or medical 
society. However, a PSRO may reserve 
positions to assure: 

(i) A proportional ratio of doctors of 
osteopathy to doctors of medicine; 

(ii) Representation from diverse geo- 
graphical areas; and 

(iii) Representation of consumers 
and health care practitioners other 
than physicians. 

(d) Election of governing body. (1) 
All members shall be informed in a 
timely manner of nomination and elec- 
tion procedures prior to each election 
of the governing body. 


(2) Each member of the PSRO shall 
have the opportunity to vote for each 
governing body member. 

(3) The election shall be conducted 
in a manner which assures maximum 
participation of individual members 
without the requirement of their pres- 
ence. Absentee and mail ballots may 
be used. However, there may not be 
voting by proxy, whereby the voting 
privilege of one member is given with 
discretion to another member. 

(e) Timing of election. (1) An elec- 
tion of the governing body shall be 
conducted within four months from 
the date the organization is condition- © 
ally designated as a PSRO unless 
HCFA, for good cause shown by the 
PSRO, extends that period. 

(2) The election may be held prior to 
the date of conditional designation if 
HCFA has determined that the organi- 
zation satisfies the requirements con- 
tained in paragraph 452.4(a)(4) of this 
section, and is in substantial compli- 
ance with the other requirements con- 
tained in this section. 

(f) Conduct of the governing body. 
(1) Members of the governing body 
shall receive timely notice of all meet- 
ings of the governing body. 

(2) Members of the governing body 


- who are not physicians may not vote 


on final determinations with respect 
to the professional conduct of any 
physician or any act performed by any 
physician in the exercise of his or her 
profession. 

(3) Governing body members may be 
removed by: 

(i) The governing body for cause; or 

(ii) The membership, as may be pro- 
vided in written policies of the PSRO. 

(g) Committee structure. If the 
PSRO establishes committees, it must 
develop procedures to assure that the 
committees’ membership is represent- 
ative of the PSRO membership and 
that the committees offer maximum 
opportunities for participation by 
PSRO members. 

(h) Conduct of meetings and avail- 
ability of records. (1) General summa- 
ries of the records of the meetings of 
the PSRO’s ‘governing body, general 
membership, and committees shall be 
made available upon request to the 
PSRO membership or any other 
person, except if prohibited by section 
1166 of the act and the regulations of 
part 476 of this chapter. 

(2) Except as provided in paragraph 
(h)\(3) of this section, meetings of the 


. PSRO’s governing body, general mem- 


bership, and committees shall be open 
for observation to all PSRO members, 
unless prohibited by section 1166 of 
the act and the regulations of part 476 
of this chapter. 

(3) Meetings or portions of meetings 
of the governing body or executive 
committee may be closed if the gov- 
erning body provides written notice to 


FEDERAL REGISTER, VOL. 43, NO. 142—MONDAY, JULY 24, 1978 





the entire membership explaining the 
reasons for closing the meeting. That 
notice shall be provided prior to the 
meeting, whenever possible. 

(4) Voting by proxy at meetings of 
the governing body, membership, or 
committees, whereby the voting privi- 
lege of one member is delegated with 
discretion to another member, is pro- 
hibited. Absentee and mail ballots may 
be used. 

(i) Conflict of interest. No member of 
the governing body or of a committee 
shall be permitted to participate in de- 
liberations regarding, or vote upon: 

(A) Matters dealing with health ser- 
vices for which he was directly respon- 
sible; 

(B) Matters involving an organiza- 
tion in which he or a member of his 
family (spouse, child, grandchild, 
parent, or grandparent) has an owner- 
ship interest of 5 percent or more; or 

(C) Other matters which the individ- 
ual has reason to believe would involve 
him in a conflict or possible conflict of 
interest. 


§ 462.5 [Reserved] 


$462.6 Application requirements for con- 
ditional designation. 


(a) General requirements. (1) An ap- 
plication for conditional designation 
under this part shall be submitted at 
the time and in the manner prescribed 
by HCFA. 

(2) The application must be signed 
by an individual authorized to act for 
the organization and to assume for the 
organization the obligations imposed 
by the act, the regulations of this 
subchapter and any additional terms 
of the grant. 

(b) Initial application. An organiza- 
tion not previously designated as a 


PSRO shall include in its application: . 


(1) A copy of its articles of incorpo- 
ration and bylaws or, in case of a 
Public agency, a copy of its charter, 
authorizing statute, ordinance, or ex- 
ecutive order, and any internal rules 
that govern its operation; 

(2) A description of its structure that 
indicates it is organized in a manner 
that makes available professional com- 
petence to review the types of health 
services for which PSROs have review 
responsibilities under the act and the 
regulations of this subchapter; 

(3) A list of names and addresses of 
the members of the governing body 
and the executive committee (if any) 
or, in the case of a public agency, the 
names and addresses of the public offi- 
cials authorized to carry out PSRO re- 
sponsibilities; 

(4) A plan for the formation of an 
advisory group, if the applicant is re- 
quired by section 1162(e) of the act 
and part 480 of this chapter to estab- 
lish such a group because a statewide 
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council has not been established in the 
State; 

(5) A list of the organizations that 
have expressed support for the appli- 
cant’s designation as a PSRO and evi- 
dence of that support; 

(6) A formal plan that describes in 
detail: 

(i) The functions that the applicant 


‘proposes to carry out and the objec- 


tives the applicant intends to attain 
during the period of conditional desig- 
nation; 

(ii) The manner in which it proposes 
to carry out such functions and meet 
such objectives; and 

(iii) A timetable for the phased and 
orderly assumption of all the responsi- 
bilities and functions of a PSRO as set 
forth in part B, title XI of the act and 
the regulations of this subchapter; 

(7) A plan for insuring administra- 
tive coordination of the applicant’s ac- 
tivities with: 

(i) Medicare fiscal intermediaries, 
and carriers, HCFA Division of Direct 
Reimbursement, medicaid State agen- 
cies, and title V State agencies, as pro- 
vided in part 463 of this chapter; and 

(ii) Health systems agencies and 
State health planning and develop- 
ment agencies, that serve the PSRO 
area; 

(8) A description of the applicant’s 
proposed data. collection and process- 
ing system; 

(9) A detailed annual budget that 
identifies the expenses to be incurred 
by the applicant in carrying out or 
preparing to carry out its duties and 
functions as a PSRO. The budget shall 
include the applicant’s best estimate 
of expenditures by cost category and 
be submitted in the form prescribed 
by HCFA; © 

(10) Evidence that the appropriate 
clearinghouse has had opportunity to 
review the PSRO’s application in ac- 
cordance with the provisions of the 
Office of Management and Budget 
Circular A-95 (41 FR 2052, January 13, 
1976); 

(11) Evidence that the applicant has 
consulted with the medicaid State 
agency in the development of the plan 
and has submitted the plan to the 
Governor of the State for comment as 
required by § 463.2 of this chapter; 

(12) Any other information that 
HCFA may require; and 

(13) If the applicant is seeking to 
qualify as a priority PSRO under 
§ 462.4 of this part: 

(i) Evidence that its membership in- 
cludes at least 25 percent of all physi- 
cians eligible for membership; 

(ii) A description of the distribution 
of physicians in the PSRO area, by 
county and by specialty; 

(iii) A recruitment plan which indi- 
cates the number of physicians to be 
recruited and the recruitment meth- 
ods that will be used; and 


(iv) A copy of a notice of exemption 
from Federal corporate taxation under 
section 501(c) of the Internal Revenue 
Code or, if the request for an exemp- 
tion is still pending, a copy of that re- 
quest. 

(c) Renewal applications. A condi- 
tionally designated PSRO - shall 
submit, prior to the expiration of its 
contract or grant, an application that 
includes: 

(1) Any changes in the information 
required for an initial application 
under paragraph (b) of this section; 
and 

(2) A detailed annual budget which 
identifies the expenses to be incurred 
by the organization in carrying out its 
duties and functions as a PSRO for 
the next grant period. The budget 
shall include the applicant’s best esti- 
mate of expenditures by cost category 
and be submitted in the form pre- 
scribed by HCFA; and 

(3) Any other information that 
HCFA may require. 


§ 462.7 [Reserved] 


§ 462.8 Conditional 
PSRO. 


(a) HCFA will award a grant for con- 
ditional designation as a PSRO if it 


designation as a 


. determines that the organization is ca- 


pable of performing the PSRO duties 
and functions that are necessary so 
that, by the end of the conditional 
period, it will be carrying out in a sat- 
isfactory manner the activities and 
functions required for full designation. 

(bo) HCFA’s determination will be 
based on the following factors: 

(1) The extent to which the applica- 
tion demonstrates that the organiza- 
tion is willing and able to perform in 
an effective, timely, and objective 
manner and at reasonable cost the 
PSRO duties and functions required 
by part B, title XI of the act and the 
regulations of this subchapter; and 

(2) Comments and recommendations 
submitted by appropriate Governors, 
medicaid State agencies, title V State 
agencies, and medicare fiscal agents in 
accordance with the procedures for 
evaluation of capability contained in 
§ 463.2 of this chapter. 


§ 462.9 [Reserved] 


§ 462.10 Limitation on period of condi- 
tional designation. 


(a) Conditional designation will not 
exceed 48 months, unless the Secre- 
tary determines that: 

(1) The PSRO has been unable to 
carry out the duties and functions re- 
quired for full designation for reasons 
beyond its control; and 

(2) The PSRO may be able to quali- 
fy for full designation if the condition- 
al period is extended. 
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(b) Extension of the conditional 
period will not exceed 24 months. 

(c) The period of conditional desig- 
nation begins on the effective date of 
the first award document under which 
the organization was conditionally des- 
ignated as a PSRO, regardless of 
whether that award document was a 
contract or a grant. 


§ 462.11 Duration, renewal, and termina- 
tion of grants. 


(a) Grant period. (1) Grants to a 
conditionally designated PSRO will 
usually be for a 12-month period. 

(2) Grants to a fully designated 
PSRO will be for a 12-menth period. 

(b) Renewal. (1) Before the end of 
each grant period, HCFA will consider 
the PSRO’s renewal application and 
any other pertinent information and 
decide whether to renew the grant. 

(2) If HCFA determines that a condi- 
tionally designated PSRO has made 
satisfactory progress in carrying out 
its formal plan and remains qualified 
for conditional designation, or that a 
fully designated PSRO has performed 
in a satisfactory manner and remains 
qualified for full designation, it will 
renew the grant for an additional 
grant period. 

(c) Nonrenewal or termination of 
conditionally designated PSRO’s by 
HCFA. (1) If HCFA determines that a 
conditionally designated PSRO has 
not made satisfactory progress in car- 
rying out its formal plan or is no 
longer qualified for conditional desig- 
nation, it will notify the PSRO of its 
proposed decision not to renew or to 
terminate the grant. 

(2) The notice to the PSRO will 
offer the PSRO an opportunity to 
submit written material or request an 
informal meeting, in accordance with 
the procedures for reevaluating the ca- 
pability of a conditionally designated 
PSRO set forth in § 463.11 of this 
chapter. 

(3) If a final decision cannot be 
made before the expiration of the 
grant period, HCFA may extend the 
grant period until a final decision is 
made. 

(4) A final decision by HCFA not.to 
renew a grant is effective upon the ex- 
piration of the grant. 

(5) A final decision by HCFA to ter- 
minate the grant will become effective 
no earlier than 95 days after the date 
of the notice of the proposed decision 
to terminate the grant. 

(d) Nonrenewal or termination by a 
conditionally designated PSRO. If a 
conditionally designated PSRO deter- 
mines that it does not want to have its 
grant renewed or wants to terminate 
its grant, it may do so if it provides 
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written notice of its decision to HCFA 
90 days prior to the expiration or ter- 
mination of the grant. 

(e) Nonrenewal or termination of 
fully designated PSRO’s by HCFA. (1) 
If HCFA determines that a fully desig- 
nated PSRO is not substantially com- 
plying with or effectively carrying out 
the provisions of its grant, it may 
either terminate or not renew the 
grant. If HCFA decides to take either 
of these actions, it will provide to the 
PSRO a notice stating the reasons for 
its proposed decision and offering the 
PSRO an opportunity for a formal 
hearing before the Departmental 
Grant Appeals Board (the Board). 

(2) If the PSRO does not request a 
hearing, HCFA’s decision will become 
final not earlier than 65 days from the 
date on the notice of HCFA’s proposed 
decision. 

(3) If the PSRO wishes a hearing, it 
must notify HCFA and the Board 
within 30 days from the date on the 
notice of HCFA’s proposed decision, in 
accordance with the provisions of 45 
CFR Part 16.6, for submission of cases 
to the Board. 

(4) The hearing will be scheduled as 
soon as practicable after the PSRO’s 
request and will be conducted under 
the provisions for formal hearings con- 
tained in 45 CFR Part 16.8(b)(2). 

(5) The procedures for the hearing 
will be those contained in 45 CFR Part 
16 except that the decision of the 
Board will be the final administrative 
action on the matter. 

(6) The effective date of the decision 
by the Board will be set by the Board 
after consultation with HCFA. 

(7) If a final decision cannot be 
made before the expiration of the 
grant period, HCFA may extend the 
grant period until a final decision is 
made. : 

(f) Nonrenewal or termination by a 
fully designated PSRO. (1) If a fully 
designated PSRO determines that it 
does not want to have its grant re- 
newed, it must notify HCFA not later 
than 90 days before the expiration of 
its grant. 

(2) A fully designated PSRO may 
terminate its grant upon 90 days 
notice to HCFA. HCFA may permit 
notice of less than 90 days if it deter- 
mines that an earlier termination date 
would not unduly interrupt the system 
of peer review established by the 
PSRO nor unduly interfere with the 
effective and efficient administration 
of the PSRO program. 

(g) Transfer of records. If a grant to 
a PSRO is terminated or is not re- 
newed, the PSRO shall transfer to 
HCFA or a successor PSRO any infor- 
mation (acquired or developed in car- 
rying out PSRO duties and functions) 
that is requested by HCFA. 


§ 462.12 Use of grant funds. 


(a) Any funds awarded under this 
part shall be expended solely for car- 
rying out the provisions of the grant 
in accordance with part B, title XI of 
the act, the regulations of this 
subchapter, the terms and conditions 
of the award, and the applicable cost 
principles prescribed by 45 CFR Part 
74, Subpart Q. 

(b) All payments made by HCFA 
under this part shall be recorded by 
the PSRO in accounting records sepa- 
rate from the records of all other 
PSRO funds. With respect to each 
payment, the PSRO shall account for 
all amounts paid by presenting or oth- 
erwise making available evidence satis- 
factory to HCFA of expenditures for 
costs incurred in meeting the require- - 
ments of this subchapter. 


§ 462.13 Publications and copyrights. 


(a) PSRO’s may publish materials 
relating to their professional stand- 
ards review program without prior ap- 
proval by HCFA if: ; 

(1) Each publication includes a state- 
ment that acknowledges the assistance 
provided by HCFA and indicates that 
the publication does not necessarily 
represent the views of the Department 
of a. Education, and Welfare; 
an 

(2) Publication of the materials is 
not prohibited by section 1166 of the 
act or part 476 of this chapter. 

(b) An author or PSRO may copy- 
right a book or other copyrightable 
material developed under a grant, but 
HCFA shall have a. royalty free, 
nonexclusive, and irrevocable license 
to reproduce, publish, or otherwise 
use, and to authorize others to use, 
the work for Government purposes. 


§ 462.14 Applicability of 45 CFR Part 74. 


_ Except as otherwise provided by the 
regulations of this subchapter or the 
specific terms of a grant, the relevant 
provisions of the following subparts of 
45 CFR Part 74 shall apply to all 
grants under this part. ~ 


SUBPART 


A—General. 

B—Cash depositories. 

C—Bonding and insurance. 

D—Retention and custodial requirements 
for records. 

F—Grant-related income. 

H—Standards for grantee and subgrantee fi- 
nancial management systems. 

I—Financial reporting requirements. 

J—Program reporting requirements. 

K—Grant payment requirements. 

L—Budget revision procedures. 

M—Grant closeout, suspension, and termi- 
nation. 

N—Applications. 

O—Property. 

P—Procurement standards. 

Q—Cost principles. 
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§ 462.15 Additional terms and conditions. 

HCFA, at the time of a grant award, 
may impose additional terms or condi- 
tions that it decides are necessary to 
assure the conservation of grant funds 
or to carry out the purposes of the 
grant: 

Dated: June 26, 1978. 


_ Rospert A. DERZON, 
Administrator, Health Care 
Financing Administration. 
Approved: July 14, 1978. 
JOSEPH A. CALIFANO, Jr., 
Secretary. 
[FR Doc. 78-20226 Filed 7-21-78; 8:45 am] 
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